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§510.455 Requirements for free-choice
medicated feeds.

(a) What is free-choice medicated feed?
For the purpose of this part, free-
choice medicated feed is medicated
feed that is placed in feeding or grazing
areas and is not intended to be con-
sumed fully at a single feeding or to
constitute the entire diet of the ani-
mal. Free-choice feeds include, but are
not limited to, medicated blocks (ag-
glomerated feed compressed or ren-
dered into a solid mass and cohesive
enough to hold its form), mineral
mixes, and liquid feed tank supple-
ments (‘‘lick tank’ supplements) con-
taining one or more new animal drugs.
The manufacture of medicated free-
choice feeds is subject to the current
good manufacturing practice regula-
tions in part 225 of this chapter for
medicated feeds.

(b) What is required for new animal
drugs intended for use in free-choice feed?
Any new animal drug intended for use
in free-choice feed must be approved
for such use under section 512 of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 360(b)) or listed in
the index under section 572 of the act
(21 U.S.C. 360ccc-1). Such approvals
under section 512 of the act must be:

(1) An original new animal drug ap-
plication (NADA),

(2) A supplemental NADA, or

(3) An abbreviated NADA.

(c) What are the approval requirements
under section 512 of the act for new ani-
mal drugs intended for use in free-choice
feed? An approval under section 512 of
the act for a Type A medicated article
intended for use in free-choice feed
must contain the following informa-
tion:

(1) Data, or reference to data in a
master file (MF), showing that the tar-
get animal consumes the new animal
drug in the Type C free-choice feed in
an amount that is safe and effective
(consumption/effectiveness data); and

(2) Data, or reference to data in an
MF, showing the relevant ranges of
conditions under which the drug will be
chemically and physically stable in the
Type C free-choice feed under field con-
ditions.

(d) How are consumption/effectiveness
and/or stability data to be submitted? The
data must be submitted as follows:
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(1) Directly in the NADA, by a spon-
sor; and/or

(2) To an MF that a sponsor may then
reference in its NADA with written
consent of the MF holder.

(e) What will be stated in the published
approval for a new animal drug intended
for use in free-choice feed? The approval
of a new animal drug intended for use
in free-choice feed, as published in this
subchapter, will include:

(1) The formula and/or specifications
of the free-choice medicated feed,
where the owner of this information re-
quests such publication, or

(2) A statement that the approval has
been granted for a proprietary formula
and/or specifications.

(f) When is a medicated feed mill license
required for the manufacture of a free-
choice medicated feed? An approved
medicated feed mill license is required
for the manufacture of the following
types of feeds:

(1) All free-choice medicated feeds
that contain a Category II drug, and

(2) Free-choice medicated feeds that
contain a Category I drug and use a
proprietary formula and/or specifica-
tions.

[69 FR 30197, May 27, 2004, as amended at 72
FR 69121, Dec. 6, 2007]

Subpart F [Reserved]

Subpart G—Sponsors of Approved
Applications

§510.600 Names, addresses, and drug
labeler codes of sponsors of ap-
proved applications.

(a) Section 512(i) of the act requires
publication of names and addresses of
sponsors of approved applications for
new animal drugs.

(b) In this section each name and ad-
dress is identified by a numerical drug
labeler code. The labeler codes identify
the sponsors of the new animal drug
applications associated with the regu-
lations published pursuant to section
512(i) of the act. The codes appear in
the appropriate regulations and serve
as a reference to the names and ad-
dresses listed in this section. The drug
labeler code is established pursuant to
section 510 of the act.
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(c) The names, addresses, and drug new animal drug applications are as

labeler codes of sponsors of approved follows:
(1) ALPHABETICAL LISTING OF SPONSORS

Y Drug labeler
Firm name and address gode

A & G Pharmaceuticals, Inc., 1030 West Commodore Blvd., Jackson, NJ 08527 .. 057699
AB Science, 3 Avenue George V, 75008 Paris, France . 052913
Abbott Laboratories, North Chicago, IL 60064 000044
Accord Healthcare, Inc., 1009 Slater Rd., suite 210-B, Durham NC 27703 016729
ADM Alliance Nutrition, Inc., 1000 North 30th St., Quincy, IL 62305-3115 .. 012286
Agri Laboratories, Ltd., P.O. Box 3103, St. Joseph, MO 64503 ....... 057561
Agri-Tech, Inc., 4722 Broadway Kansas City, MO 64112 017762
Alaco, Inc., 1500 North Wilmot Rd., suite 290-C, Tucson, AZ 85712 064146
Alpharma, LLC, a wholly owned sub3|d|ary of Pfizer, Inc., 235 East 42d St., New York, NY 10017 046573
American Pharmaceuticals and Cosmetics, Inc., 1401 Joel East Rd., Fort Worth, TX 76140 . 065531
Anika Therapeutics Inc., 236 West Cummings Park, Woburn, MA 01801 ... 060865
Ark Sciences, Inc., 1101 East 33rd St., suite B304, Baltimore, MD 21218 076175
Aurora Pharmaceutical, LLC, 1196 Highway 3 South, Northfield, MN 55057—-3009 .. 051072
B.L. Mitchell, Inc., 103 Hwy. 82 E., Leland, MS 38756 . 067188
Baxter Healthcare Corp., One Baxter Pkwy., Deerfield, IL 60015. ... 010019
Bayer HealthCare LLC, Animal Health Division, P.O. Box 390, Shawnee MISSIOn KS 66201 000859
Belcher Pharmaceuticals, LLC, 6911 Bryan Dairy Rd., Largo, FL 33777 . 062250
Bioniche Animal Health USA, Inc., 119 Rowe Rd., Athens, GA 30601 064847
Boehringer Ingelheim Vetmedica, Inc., 2621 Nonh Belt Highway, St. Joseph, MO 64506 2002 ............ 000010
Cephazone Pharma, LLC, 250 East Bonita Ave., Pomona, CA 91767 068330
Ceva Sante Animale, 10 Avenue de la Ballastiére, 33500 Libourne, France ... 013744
Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, County Galway, Irelan: 061651
ConAgra Pet Products Co., 3902 Leavenwonh St., Omaha, NE 68105 . 021091
Contemporary Products, Inc 3788 EIm Springs Rd Springdale, AR 72764~ 6067 055462
Cooperative Research Farms, Box 69, Charlotteville, NY 12036 . 051267
Cross Vetpharm Group Ltd., Broomhill Rd., Tallaght, Dublin 24, Ire and 061623
Dechra, Ltd., Dechra House Jamage Indusmal Estate, Talke Pits, Stoke-on-Trent, Staffordshire, ST7 1XW

United Klngdom . 043264
ECO LLC, 344 Nassau St., Prlnceton NJ 08540 066916
Elanco Animal Health, A D|V|S|on of Eli Lilly & Co., Lilly Corporate Center Indlanapolls IN 46285 ....... 000986
Farnam Companies, Inc., 301 West Osborn, Phoemx AZ 85013-3928 017135
First Priority, Inc., 1590 Todd Farm Dr., Elgin, IL 60123 058829
Fleming Laboratorles Inc., P.O. Box 34384, Charlotte, NC 28234 . 015565
Fort Dodge Animal Health, Division of Wyeth, a wholly owned sub5|d|ary of Pflzer Inc., 235 East 42d S ., New

York, NY 10017 000856
Fort Dodge Animal Health, DIVISIOn of Wyeth Holdlngs Corp., a whoIIy owned sub3|d|ary of Pflzer Inc 235

East 42d St., New York, NY 10017 ....... . 053501
Fougera Pharmaceuticals, Inc., P.O. Box 2006, 60 Baylls Rd., Melvnle NY 11747 025463
G. C. Hanford Manufacturing Co., P.O. Box 1017, Syracuse, NY 13201 ............ 010515
Gossett Nutrition, Inc., 1676 Cascade Dr., Marion, OH 43302 ............ RO 050972
GTC Biotherapeutics, Inc., 175 Crossing Blvd., Framingham, MA 01702 042976
Halocarbon Products Corp., 887 Kinderkamack Rd., River Edge, NJ 07661 012164
Happy Jack, Inc., Snow Hill, NC 28580 ....... 023851
Heska Corp., 1825 Sharp Pomt Dr., Fort Collins, CO 80525 ............ 063604
Hess & Clark, Inc., 944 Nandino BIvd Lexington, KY 40511 ........... 050749
Hikma Pharmaceuticals LLC, P.O. Box 182400, Bayader Wadi Seer, Amman, Jordan 11118 ............... 059115
Hospira, Inc., 275 North Field Dr., Lake Forest, IL 60045 000409
HQ Specialty Pharma Corp., 120 Rte. 17 North, Suite 130, F‘aramus NJ 07652 . 042791
Huvepharma AD, 5th Floor, 3A Nikolay Haytov Str., 1113 Sofia, Bulgaria ... 016592
IDEXX Pharmaceuticals, Inc., 7009 Albert Pick Rd., Greensboro, NC 27409 065274
IMPAX Laboratories, Inc., 30831 Huntwood Ave., Hayward, CA 94544 000115
International Nutrition, Inc., 7706 ‘I’ Plaza, Omaha, NE 68127 .. . 043733
Intervet, Inc., 556 Morris Ave., Summit, NJ 07901 ........ 000061
JBS United Animal Health Il LLC, 322 S. Main St., Sheridan, IN 46069 051233
Jurox Pty. Ltd., 85 Gardiner St., Rutherford, NSW 2320, Australia ... 049480
Lloyd, Inc., 604 W. Thomas Ave., Shenandoah, IA 51601 061690
Luitpold Pharmaceuticals, Inc., Animal Health Division, Shirley, NY 11967 .. 010797
Macleod Pharmaceuticals, Inc., 2600 Canton Ct., Fort Collins, CO 80525 058711
Med-Pharmex, Inc., 2727 Thompson Creek Rd., Pomona, CA 91767—-1861 054925
Medicis Dermatologics, Inc., 8125 North Hayden Rd., Scottsdale, AZ 85258 099207
Merial Ltd., 3239 Satellite Blvd., Bldg. 500, Duluth, GA 30096—-4640. 050604
Micro Beef Technologies LTD, P.O. Box 9262, Amarillo, TX 79105 047126
Mylan Institutional, Inc., 12720 Dairy Ashford Rd., Sugar Land, TX 77478 .. 051079
Mylan Institutional LLC, 4901 Hiawatha Dr., Rockford, IL 61103 ..... 063286
Natchez Animal Supply Co., 201 John R. Junkin Dr., Natchez, MS 39120 049968
Norbrook Laboratories, Ltd., Station Works, Newry BT35 6JP, Northern Ireland . 055529
Novartis Animal Health US, Inc., 3200 Northline Ave., suite 300, Greensboro, NC 27408 . 058198
NutriBasics Co., North Highway 71, P.O. Box 1014, Wllimar, MN 56201 053740
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(1) ALPHABETICAL LISTING OF SPONSORs—Continued

Y Drug labeler
Firm name and address gode

Oasmia Pharmaceutical AB, Vallongatan 1, 75228 Uppsala, Sweden e 052818
Orion Corp., Orionintie 1, 02200 Espoo, Finland ........... 052483
OPK Biotech, LLC, 11 and 39 Hurley St., Cambridge, MA 02141 . 063075
OXIS International, Inc., 6040 N. Cutter Crrcle Suite 317, Portland OR 97217 3935 024991
Paladin Labs (USA), Inc 160 Greentree Dr., suite 101, Dover, DE 19904 ............... 046129
Parnell Technologies Pty. Ltd., unit 4, 476 Gardeners Rd., Alexandria, New South Wales 2015, Australia 068504
Pegasus Laboratories, Inc., 8809 Ely Rd., Pensacola, FL 32514 ...... . 055246
Pennfield Oil Co., 14040 Industrial Rd., Omaha, NE 68144 048164
Pfizer, Inc., 235 East 42d St., New York NY 10017 ..... 000069
Pharmaceutrcal Ventures, Ltd., P.O. Box D1400, Pomona, NY 10970 . . 050057
Pharmacia & Upjohn Co., a Division of Pfizer, Inc., 235 East 42d St., New York NY 10017 000009
Pharmacosmos, Inc., 776 Mountain Blvd., Watchung, NJ 07069 ...... . 042552
Pharmaq AS, Skogmo Industriomrade, N-7863 Overhalla, Norway. . 015331
Phibro Animal Health Corp., GlenPointe Centre East, 3d floor, 300 Frank W. Burr Blvd., surte 21, Teaneck NJ

07666 ............. 066104
Piramal Critical Care, Inc., 3850 Schelden Circle, Bethlehem PA 18017 066794
Piramal Healthcare Ltd., Piramal Tower, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400 013, India 065085
Planalquimica Indusmal Ltda.,, Rua das Magnolias nr. 2405, Jardim das Bandeiras, CEP 13053—120

Campinas, Sao Paulo, Brazil . 060728
Provimi North America, Inc., 6531 State Rte 503, LeW|sburg OH 45338 017790
Purina Animal Nutrition LLC 1080 County Road F West, Shoreview, MN 55126—2910 . 017800
Putney, Inc., One Monument Sq., Suite 400, Portland, ME 04101 ... 026637
Quo Vademus, LLC, 277 Faison McGowan Rd., Kenansville, NC 28349 076475
Ridley Block Operations Inc., 424 North Riverfront Dr., P.O. Box 8500, Mankato, MN 56002-8500 068287
Ridley U.S. Holdings, Inc., 424 North Riverfront Dr., P. O. Box 8500, Mankato, MN 56002-8500 . 067949
RSR Laboratories, Inc., 501 Fifth St., Bristol, TN 37620 058670
Seeco Inc., Box 1014, Nonh Highway 71, Willmar, MN 56201 .......... 011749
Sioux Blochemlcal Inc., 204 Third St. NW., Sioux Center, IA 51250 063112
SmartVet USA, Inc., 22201 West Innovatlon Dr., Suite 170A, Olathe, KS 66061 1304 086001
Sogeval S.A., 200 Avenue de Mayenne, 53000 Laval, France ......... 059120
Southern Micro-Blenders, Inc., 3801 North Hawthorne St., Chattanooga, TN 37406 049685
Sparhawk Laboratories, Inc., 12340 Santa Fe Trail Dr., Lenexa, KS 66215 ........... 058005
Squire Laboratories, Inc., 100 Mill St., Revere, MA 02151 017153
Strategic Veterinary Pharmaceuticals, Inc., 100 NW. Airport Rd., St Joseph MO 64503 054628
Summit Hill Laboratories, P.O. Box 535, Navesmk NJ 07752 ........... 037990
Superior Equine Pharmaceuticals, Inc., Pleasant Grove, UT 84062 . 027053
Taro Pharmaceuticals U.S.A,, Inc., 3 Skyline Dr., Hawthorne, NY 10532 051672
Teva Canada Ltd., 30 Novopharm Ct., Toronto, Ontario, Canada M1B 2K9 043806
Therio, Inc., 8801 Anderson Ave., Manhattan KS 66503 052923
Thorn B|OSC|ence LLC, 1044 East Chestnut St., Louisville, KY 40204 051330
Veterinary Service, Inc., 4100 Bangs Ave., Modesto CA 95356 ....... 033008
Vétoquinol N.—A., Inc., 2000 chemin Georges Lavaltrie (PQ), Canada, J5T 385 059320
Virbac AH, Inc., 3200 Meacham Blvd., Ft. Worth, TX 76137 ............. 051311
Walco International, Inc., 15 West Putnam, Porterville, CA 93257 049185
Watson Laboratories, Inc., 311 Bonnie Circle, Corona, CA 92880. RN 000402
Wayne Feed Division, Con!rnental Grain Co., P.O. Box 459, leertyvrlle IL 60048 034936
Wellmark International, 1501 East Woodfield Rd., suite 200 West, Schaumburg, IL 60173 011536
Western Chemical, Inc., 1269 Lattimore Rd., Ferndale WA 98248 . 050378
Wildlife Laboratories, Inc., 1401 Duff Dr., SU|te 600, Fort Collins, CO 80524 053923
Zoetis Inc., 333 Portage St Kalamazoo, MI 49007 ...... 054771

(2) NUMERICAL LISTING OF SPONSORS

Drug labeler

code Firm name and address

000008 | Wyeth Laboratories, Division American Home Products Corp., P.O. Box 8299, Philadelphia, PA 19101.

000009 | Pharmacia & Upjohn Co., a Division of Pfizer, Inc., 235 East 42d St., New York, NY 10017.
000010 | Boehringer Ingelheim Vetmedica, Inc., 2621 North Belt Highway, St. Joseph, MO 64506-2002.
000044 | Abbott Laboratories, North Chicago, IL 60064

000061 | Intervet, Inc., 556 Morris Ave., Summit, NJ 07901.

000069 | Pfizer, Inc., 235 East 42d St., New York, NY 10017.

000115 | IMPAX Laboratories, Inc., 30831 Huntwood Ave., Hayward, CA 94544

000402 | Watson Laboratories, Inc., 311 Bonnie Circle, Corona, CA 92880.

000409 | Hospira Inc., 275 North Field Dr., Lake Forest, IL 60045.

000856 | Fort Dodge Animal Health, Division of Wyeth, a wholly owned subsidiary of Pfizer, Inc., 235 East 42d St., New

York, NY 10017
000859 | Bayer HealthCare LLC, Animal Health Division, P.O. Box 390, Shawnee Mission, KS 66201.

000986 | Elanco Animal Health, A Division of Eli Lilly & Co., Lilly Corporate Center, Indianapolis, IN 46285.

010019 | Baxter Healthcare Corp., One Baxter Pkwy., Deerfield, IL 60015.
010515 | G. C. Hanford Manufacturing Co., P.O. Box 1017, Syracuse, NY 13201.
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(2) NUMERICAL LISTING OF SPONSORS—Continued

Drug labeler

code Firm name and address

010797 | Luitpold Pharmaceuticals, Inc., Animal Health Division, Shirley, NY 11967.

011536 | Wellmark International, 1501 East Woodfield Rd., suite 200 West, Schaumburg, IL 60173.
012164 | Halocarbon Products Corp., 887 Kinderkamack Rd., River Edge, NJ 07661.

012286 | ADM Alliance Nutrition, Inc., 1000 North 30th St., Quincy, IL 62305-3115.

012578 | Janssen Pharmaceutica NV, Turnhoutseweg 30, B-2340 Beerse, Belgium

013744 | Ceva Sante Animale, 10 Avenue de la Ballastiere, 33500 Libourne, France.

015331 | Pharmaq AS, Skogmo Industriomrade, N-7863 Overhalla, Norway.

015565 | Fleming Laboratories, Inc., P.O. Box 34384, Charlotte, NC 28234.

016592 | Huvepharma AD, 5th Floor, 3A Nikolay Haytov Str., 1113 Sofia, Bulgaria.

016729 | Accord Healthcare, Inc., 1009 Slater Rd., suite 210-B, Durham, NC 27703

017135 | Farnam Companies, Inc., 301 West Osborn, Phoenix, AZ 85013-3928.

017153 | Squire Laboratories, Inc., 100 Mill St., Revere, MA 02151.

017762 | Agri-Tech, Inc., 4722 Broadway, Kansas City, MO 64112.

017790 | Provimi North America, Inc., 6531 State Rte. 503, Lewisburg, OH 45338.

017800 | Purina Animal Nutrition, 1080 County Road F West, Shoreview, MN 55126-2910.
021091 | ConAgra Pet Products Co., 3902 Leavenworth St., Omaha, NE 68105.

023851 | Happy Jack, Inc., Snow Hill, NC 28580.

024991 | OXIS International, Inc., 6040 N. Cutter Circle, Suite 317 Portland, OR 97217-3935.
025463 | Fougera Pharmaceuticals, Inc., P.O. Box 2006, 60 Baylis Rd., Melville, NY 11747.
026637 | Putney, Inc., One Monument Sq., Suite 400, Portland, ME 04101.

027053 | Superior Equine Pharmaceuticals, Inc., Pleasant Grove, UT 84062.

033008 | Veterinary Service, Inc., 4100 Bangs Ave., Modesto, CA 95356.

034936 | Wayne Feed Division, Continental Grain Co., P.O. Box 459, Libertyville, IL 60048.
037990 | Summit Hill Laboratories, P.O. Box 535, Navesink, NJ 07752.

042552 | Pharmacosmos, Inc., 776 Mountain Blvd., Watchung, NJ 07069.

042791 | HQ Specialty Pharma Corp., 120 Rte. 17 North, Suite 130, Paramus, NJ 07652.
042976 | GTC Biotherapeutics, Inc., 175 Crossing Blvd., Framingham, MA 01702.

043264 | Dechra, Ltd., Dechra House, Jamage Industrial Estate, Talke Pits, Stoke-on-Trent, Staffordshire, ST7 1XW,
United Kingdom.

043733 | International Nutrition, Inc., 7706 ‘I' Plaza, Omaha, NE 68127.

043806 | Teva Canada Ltd., 30 Novopharm Ct., Toronto, Ontario, Canada M1B 2K9.

046129 | Paladin Labs (USA), Inc., 160 Greentree Dr., suite 101, Dover, DE 19904.

046573 | Alpharma, LLC, a wholly owned subsidiary of Pfizer, Inc., 235 East 42d St., New York, NY 10017
047126 | Micro Beef Technologies LTD, P.O. Box 9262, Amarillo, TX 79105.

048164 | Pennfield Oil Co., 14040 Industrial Rd., Omaha, NE 68144.

049185 | Walco International, Inc., 15 West Putnam, Porterville, CA 93257.

049480 | Jurox Pty. Ltd., 85 Gardiner St., Rutherford, NSW 2320, Australia

049968 | Natchez Animal Supply Co., 201 John R. Junkin Dr., Natchez, MS 39120.

050057 | Pharmaceutical Ventures, Ltd., P.O. Box D1400, Pomona, NY 10970.

050378 | Western Chemical, Inc., 1269 Lattimore Rd., Ferndale, WA 98248.

050604 | Merial Ltd., 3239 Satellite Blvd., Bldg. 500, Duluth, GA 30096-4640.

050749 | Hess & Clark, Inc., 944 Nandino Blvd., Lexington, KY 40511.

050972 | Gossett Nutrition, Inc., 1676 Cascade Dr., Marion, OH 43302.

051072 | Aurora Pharmaceutical, LLC, 1196 Highway 3 South, Northfield, MN 55057—-3009
051079 | Mylan Institutional, Inc., 12720 Dairy Ashford Rd., Sugar Land, TX 77478.

051233 | JBS United Animal Health Il LLC, 322 S. Main St., Sheridan, IN 46069.

051267 | Cooperative Research Farms, Box 69, Charlotteville, NY 12036.

051311 | Virbac AH, Inc., 3200 Meacham Blvd., Ft. Worth, TX 76137.

051330 | Thorn Bioscience LLC, 1044 East Chestnut St., Louisville, KY 40204

051672 | Taro Pharmaceuticals U.S.A., Inc., 3 Skyline Dr., Hawthorne, NY 10532.

052483 | Orion Corp., Orionintie 1, 02200 Espoo, Finland.

052818 | Oasmia Pharmaceutical AB, Vallongatan 1, 75228 Uppsala, Sweden.

052913 | AB Science, 3 Avenue George V, 75008 Paris, France.

052923 | Therio, Inc., 8801 Anderson Ave., Manhattan, KS 66503

053501 | Fort Dodge Animal Health, Division of Wyeth Holdings Corp., a wholly owned subsidiary of Pfizer, Inc., 235
East 42d St., New York, NY 10017

053923 | Wildlife Laboratories, Inc., 1401 Duff Dr., Suite 600, Fort Collins, CO 80524.
054628 | Strategic Veterinary Pharmaceuticals, Inc., 100 NW. Airport Rd., St. Joseph, MO 64503
054771 | Zoetis Inc., 333 Portage St., Kalamazoo, MI 49007.

054925 | Med-Pharmex, Inc., 2727 Thompson Creek Rd., Pomona, CA 91767-1861.

055246 | Pegasus Laboratories, Inc., 8809 Ely Rd., Pensacola, FL 32514.

055462 | Contemporary Products, Inc., 3788 EIm Springs Rd., Springdale, AR 72764—-6067.
055529 | Norbrook Laboratories, Ltd., Station Works, Newry BT35 6JP, Northern Ireland.
057561 | Agri Laboratories, Ltd., P.O. Box 3103, St. Joseph, MO 64503.

057699 | A & G Pharmaceuticals, Inc., 1030 West Commodore Blvd., Jackson, NJ 08527.
058005 | Sparhawk Laboratories, Inc., 12340 Santa Fe Trail Dr., Lenexa, KS 66215.

058198 | Novartis Animal Health US, Inc., 3200 Northline Ave., suite 300, Greensboro, NC 27408.
058670 | RSR Laboratories, Inc., 501 Fifth St., Bristol, TN 37620.

058711 | Macleod Pharmaceuticals, Inc., 2600 Canton Ct., Fort Collins, CO 80525.

058829 | First Priority, Inc., 1590 Todd Farm Dr., Elgin, IL 60123.

059115 | Hikma Pharmaceuticals LLC, P.O. Box 182400, Bayader Wadi Seer, Amman, Jordan 11118.
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(2) NUMERICAL LISTING OF SPONSORS—Continued

Drug labeler
code

Firm name and address

059120
059320
060728
Alto, Brazil.
060865
061623
061651
061690
062250
062794
063075
063112
063286
063604
064146
064847
065085
065274
065531
066104
07666
066794
066916
067188
067949
068287
068330
068504
076175
076475
086001
099207

Sogeval S.A., 200 Avenue de Mayenne, 53000 Laval, France.
Vétoquinol N.—A., Inc., 2000 chemin Georges, Lavaltrie (PQ), Canada, J5T 3S5.
Planalquimica Industrial Ltda., Rua das Magnolias nr. Jardim das Bandeiras, CEP 13053-120, Campinas, Sao

Anika Therapeutics Inc., 236 West Cummings Park, Woburn, MA 01801.

Cross Vetpharm Group Ltd., Broomhill Rd., Tallaght, Dublin 24, Ireland.

Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, County Galway, Ireland.

Lloyd, Inc., 604 W. Thomas Ave., Shenandoah, |A 51601.

Belcher Pharmaceuticals, LLC, 6911 Bryan Dairy Rd., Largo, FL 33777.

Mylan Bertek Pharmaceuticals, Inc., 12720 Dairy Ashford, Sugar Land, TX 77478

OPK Biotech, LLC, 11 and 39 Hurley St., Cambridge, MA 02141

Sioux Biochemical, Inc., 204 Third St. NW., Sioux Center, IA 51250.

Mylan Institutional, LLC, 4901 Hiawatha Dr., Rockford, IL 61103.

Heska Corp., 1825 Sharp Point Dr., Fort Collins, CO 80525.

Alaco, Inc., 1500 North Wilmot Rd., suite 290-C, Tucson, AZ 85712.

Bioniche Animal Health USA, Inc., 119 Rowe Rd., Athens, GA 30601.

Piramal Healthcare Ltd., Piramal Tower, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400 013, India.
IDEXX Pharmaceuticals, Inc., 7009 Albert Pick Rd., Greensboro, NC 27409.

American Pharmaceuticals and Cosmetics, Inc., 1401 Joel East Rd., Fort Worth, TX 76140.

Phibro Animal Health Corp., GlenPointe Centre East, 3d floor, 300 Frank W. Burr Blvd., suite 21, Teaneck, NJ

Piramal Critical Care, Inc., 3850 Schelden Circle, Bethlehem, PA 18017.
ECO LLC, 344 Nassau St., Princeton, NJ 08540.
B.L. Mitchell, Inc., 103 Hwy. 82 E., Leland, MS 38756.

Ridley U.S. Holdings, Inc., 424 N. Riverfront Dr., P.O. Box 8500, Mankato, MN 56002—-8500.

Ridley Block Operations Inc., 424 North Riverfront Dr., P.O. Box 8500, Mankato, MN 56002-8500.
Cephazone Pharma, LLC, 250 East Bonita Ave., Pomona, CA 91767

Parnell Technologies Pty. Ltd., unit 4, 476 Gardeners Rd., Alexandria, New South Wales 2015, Australia
Ark Sciences, Inc., 1101 East 33rd St., suite B304, Baltimore, MD 21218.

Quo Vademus, LLC, 277 Faison McGowan Rd., Kenansville, NC 28349

SmartVet USA, Inc., 22201 West Innovation Dr., Suite 170A, Olathe, KS 66061-1304

Medicis Dermatologics, Inc., 8125 North Hayden Rd., Scottsdale, AZ 85258.

[40 FR 13807, Mar. 27, 1975]

EDITORIAL NOTE: For FEDERAL REGISTER citations affecting §510.600, see the List of CFR
Sections Affected, which appears in the Finding Aids section of the printed volume and at

wWWwW.fdsys.gov.

EDITORIAL NOTE: At 72 FR 36595, July 5, 2007, §510.600, in the table in paragraph (c)(2), was
amended by removing the entry for 062749’’; however, the amendment could not be incor-

porated because the entry does not exist.

EDITORIAL NOTE: At 77 FR 46613, Aug. 6, 2012, §510.600 was amended by removing the entry
for ¢‘012758” in the table in paragraph (c)(2); however, the amendment could not be incor-

porated because ‘012758’ doesn’t exist.

PART 511—NEW ANIMAL DRUGS
FOR INVESTIGATIONAL USE

Sec.

511.1 New animal drugs for investigational
use exempt from section 512(a) of the act.

511.3 Definitions.

AUTHORITY: 21 U.S.C. 321, 351, 352, 353, 360D,
371.

§511.1 New animal drugs for inves-
tigational use exempt from section
512(a) of the act.

(a) New animal drugs for tests in vitro
and in laboratory research animals. (1) A
shipment or other delivery of a new

48

animal drug or animal feed bearing or
containing a new animal drug intended
solely for tests in vitro or in animals
used only for laboratory research pur-
poses shall be exempt from section 512
(a) and (m) of the act if it is labeled as
follows:

Caution. Contains a new animal drug for
investigational use only in laboratory re-
search animals or for tests in vitro. Not for
use in humans.

(2) The person distributing or causing
the distribution of new animal drugs
for tests in vitro or in animals used
only for laboratory research purposes
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